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Chapter 1

Purpose

1.1  Purpose of the Document
Chapter 1 at a Glance

This document isintended to help owners
and operators of pharmaceutical 11 Purpose of the Document
manufacturing operations understand and
comply with the U.S. Environmental 1.2 Document Organization
Protection Agency’s (EPA) air pollution
regul ations promulgated on September 21, 13 Displaimer for the Use of this
1998, substantially revised on August 29, Guide
2000 and revised again on August 2, 2001,

for the pharmaceutical industry. These
regulations contain new emissions standards
based on the “maximum achievable control
technology” or MACT. On September 21,
1998, EPA published new effluent
guidelines, pretreatment standards, and new
source performance standards pursuant to
the Clean Water Act (CWA). These new
CWA provisions are not reviewed in this
document.

This document reviews the primary MACT
provisions of the regulations, and in many
cases, summarizes the regulations in tables
or chartsto facilitate a quicker review.
Within most chapters, questions and answers
provided in shaded boxes should help the
reader with some of the more complex or
confusing components. This document,
does not however, attempt to provide
interpretations of the rule. In some cases,
owners or operators will need to review
specific issues relating to their particular
production facilities with the appropriate
regulating agency.

12 Document Organization

The chapters in the document follow the
organization of the Pharmaceutical MACT

regulations.

Chapter 2 - Overview of the Regulations -
provides an overview of the regulations and
recreates the table of standards for the four
major types of emissions Sources. process
vents, storage tanks, wastewater, and
equipment leaks.

Chapter 3 - Applicability and Compliance
Dates - takes the reader through the
applicability provisions of the regulations
and includes several questions and answers
to help the reader determine applicability at
hig/her facility.

Chapter 4 - Requirements for Storage
Tanks - describes the kinds of tanks subject
to regulation and reviews provisions specific
to storage tanks, including options for
complying with the standards.

Chapter 5 - Requirements for Process
Vents - describes which vents are subject to
regulation, including individual vents that
may be subject to a more stringent standard,
and discusses the different options available
for process vent standards.



Chapter 6 - Equipment Leaks - reviews the
equipment leaks provisions, including
identification of leaking equipment, and
monitoring and repair requirements.

Chapter 7 - Requirements for Wastewater
- explains the wastewater regulation,
including standards for vapor suppression,
air emissions control, and wastewater
treatment.

Chapter 8 - Initial Compliance
Demonstrations and Testing Procedures -
reviews the compliance demonstration
requirements that must be followed in
demonstrating initial compliance with the
regulations. This chapter covers compliance
demonstrations for storage tanks, process
vents, and wastewater.

Chapter 9 - Monitoring Procedures -
reviews the monitoring requirements that
owners/operators must follow to ensure on-
going compliance with the regulations.

Chapter 10 - Pollution Prevention - goes
over the pollution prevention options that
are available to existing sources. The
chapter includes examples that show how
emissions baselines are calculated. A
detailed, “real-life” pollution prevention
success story is also described.

Chapter 11 - Emissions Averaging -
describes the emissions averaging provisions
that may be applied to process vents and
storage tanks. The chapter provides an
example for process vents and an example
for tanks.

Chapter 12 - Recordkeeping - includes
comprehensive tables that describe the
recordkeeping requirements in the MACT

1-2

regulations.

Chapter 13 - Reporting - also contains
comprehensive tables, specifically for
reporting requirements. Three of the tables
in the chapter are organized according to the
type of report - precompliance, notification
of compliance status, and periodic.

1.3 Disclaimer for the Use of this
Guide

The reader should note that following the
information provided in this document does
not shield the facility from enforcement
actions taken by the EPA or authorized state
agencies. Thisdocument provides an
overview and “plain English” explanation of
the new standards. It is not a substitute for
the regulations presented in 40 CFR Part 63,
Subpart GGG.
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